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Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43te.l(aX0 with regard to novelty, inventive step or industrial 
appl.cab.Irty; c.tat.ons and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
2. FURTHER ACTION 

Authority other than Ms one ,o be L IPEA L .he cho ; Ln iSE t, , r ?l T apl " y wh " e "* "WHom en 

of Form PCT/1S A/220 or „e f ore to exptelL o? 2 J« S^KSrS^StJ- "* *" " — « 

For further options, see Form PCT/I5A/220. P 

3. For further details, see notes to Form PCT/ISA/220. 
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International application No" 



Box No. I Basis of this opinion 



PCT/IL05/OOI31 



1. With regard to the language, this opinion has been established on the basis of: 
EE3 the international application in the language in which it was filed 

□ a translation of the international appiication into , which is the language of a translation furnished for the purposes of 

international search (Rules 12.3(a) and 23. 1(b)). 

2. □ This opinion has been established taking into account the rectification of an obvious mistake authorized by or notified to this 

Authority under Rule 91 (Rule 43bis. 1(a)) 

3 ' SliZ and/ ° r amin ° Sequence discl °sed in the international application, this opinion has been 

a. type of material 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material 

□ on paper 

in electronic form 

c. time of filing/furnishing 

□ contained in the international application as filed. 
CH filed together with the international application in electronic form. 

furnished subsequently to this Authority for the purposes of search. 
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In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 
or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 



5. Additional comments: 
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Box No. V ^«2-?*T? t Unde I RU, f 43 bisA( * m With ^ ard to novelt * «™*« «*P or industrial 
app^cabihty; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Claims NONE 



Claims 1-27 



YES 



NO 



Inventive step (IS) 



Claims NONE 
Claims 1-27 



YES 



NO 



Industrial applicability (IA) 



Claims 1-27 



Claims NONE 



YES 



NO 



2, Citations and explanations: 

r? novd ^ underPCT A ^icle 33(2) as being anticipated by Aiferness et al, (US 2004/016514) Aiferness discloses a 
P^ u « ™^ng device comprising a shunt that is positioned between the left atrium and rm^^wST-L 

^tT^^l^*^.^ that adjUStS t0 regUkte preSSUFe betWeen the atria based °» a Pi™ *S2oM ThTdeWce is 
implant in the atrial septum, such that it establishes fluid communication between the atria. nresnoia. ne device is 

SS? L 6 'l' l h an<J I5 " 22 nOVdty underPCT Artide 33 ( 2 > as teing anticipated by Wolf et al. (US 6,641,610) Wolf discloses a 
device for regulating pressure between two lumens in the heart. An adjustable valve is disposed in the lumen to selectivery ^ cover the 
opening and regulate the flow of fluid through the shunt. A control mechanism (30) is coupled to thJ^^^^^T^ 
valve. The shunt continuously regulates the pressure between the two lumens of the heart, ' Y 

Claims 7, 8, 13, 14, and 23-27 lack an inventive step underPCT Article 33(3) as being obvious over Wolf et ai rtJS * 64 T Mm w„i* 
suggests hat the implant may be used to regulate flow between and chambers of the heart, and may be used on an V heart STncfndina 
pressure^a^ ** ™ f * "al septum, such that ' 
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NOTES TO FORM PCT/1SA/220 



These Notes are intended to give the basic instructions concerning the filing of amendments under Article ^9. The 
NaJ^ba^^^m^mtni of the Patent Cooperadon Treaty, the Regulations and the Administrative li^hons 
ander Jte Wty l! J c2 of dTscrepan.y between the£ Notes and those require the larter are applicable. For more 

detailed information, see also the PCT Applicant's Guide, a publication of WIPO. 

In these Notes, "Article," -Rule" and "Section" refer to the prov.sions of the PCT, the PCT Regulations and the PCT 
Administrative instructions, respective!-/. 

INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

Tho annhcanr has after having received the international search report and the written opinion of the International 

The attention of the applicant is drawn to the fact that amendments to the claims under Article 1 9 are not allowed where 
the InST^SlgAuthori.y has declared, under Article 17f2), that no interzonal search report would be 
established (see PCT Applicant s Guide, Volume l/A, paragraph 296). 

What parts of the international application may be amended ? 
Under Article 19, only the claims may be amended. 

Dunns the international phase, the claims may also be amended (or further amended) under Article 34 before the 
5™Sl ^iminar; Examining Authority. The description and drawings may only be amended under 
Article 34 before the International Preliminary Examining Authority. 

Upon entry into the national phase, all parts of the international application maybe amended under Article 28 or, 
where applicable, Article 4! . 

u« *:« -> m ™,h 0 fi™ the Hare of transmittal of the international search report or 1 6 months from the priority date, 
w^-cheve7hme Timhex'pires later It should be noted, however, that the amendments will be consiaereo as nav.ng 
£ "rice Jed on lie if they are received by the International Bureau after the "P.ration of th e app .cable t,me 
limn but before the completion of the technical preparations for international publication (Rule 46-1). 
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Where not to file the amendments ? 

The amendments may only be filed with the International Bureau and not with the receiving Office or the 
International Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been/is filed, see below. 



How ? 



Either by cancelling one ormore entire claims, by adding one or more new claims or by amending the text of one 
or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
SlL2Ld|^5SbSft of the other claims is required. In all cases where claims are renumbered, they must be 
renumbered consecutively (Section 205(b)). 

The amendments must be made in the language in which the international application is to be published. 



What documents must/may accompany the amendments ? 
Letter (Section 205(b)): 

The amendments must be submitted with a letter 

The letter wiU not be published with the international application arid the amended claims ^ should not be 
confused with the "Statement under Article 1 9(1 )" (see below, under "Statement under Article 1 9(1 ) ). 
The letter must be in English or French, at the choice of the applicant. However, if the language of the 
InttrnatioZ application is English, the letter must be in English; if the language of the international 
application is French, the letter must be in French, 



Notes to Form PCT/ISA/220 (first sheet) (January 2004) 



